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T*T IT fe 

Separate Paging is given to this Part in order that it may be Sled as a 

separate compilation 

parrotr aftr qf^rTT nfimor fenn 
(pm^ ffefi) 
fe-Fjnnr 

b£ fefe, 14 ftw, 1992 

rn.^T.Ot. 9 23(fe—fefa sfo 5PTTSPT blfe 
fbqb, 194 5 'fir fitfen fet % ffe fefef 

ffjtpfl Efrr rnfi amfa sfrfi SHTTET-T HTR^fV fer- 

ffen, 194 0 ( 1940 ’fiT 23) HUT 12 ■nVfi 33 
tft fefiTfeTC '€TOT fiRfe % finTfi^n fe nffen 
jp^TFr feran (fimptn I'WPi) # srffennr n. nr, 

*r. fn. 42i(*r), fefe 20 fen, 1992 % fen 

'ffror % ■fifisrw WBram, wm II, nro 3 , 

(i) rTT^tw 20 fen, 1992 nit nfewcr fen nm 
«tt, fern nn fet fefert ?r, ferni nfe imrfer sfe 
iftwwuTT «ft, nnnrfer n, fefe nw nit nffe 
nn Tnnn nrfe fe bt, fer fer fen % 

5PfnT?r % *jn wife fe fern ntn nn «t 1 

3 tK nnn Tmnn nit 9 l<i nr 20 - 5-92 'fit nnnr 
tpt -jn^.n'm 4t nf 'ft 1 


3Tk tffinTK it fiTO STTM % fe if ^pTcTT 

% nrn snfe afk ijtfe it fere wu ffe f; 

m: %nfta nwn: nft m £ fe ffe qfefe«rffert 
fe ?r nf I' ffe w arrwrfi fr mi | % fefsr 
nfenr nnTi^nT nt# it nfimn fer fanr fnnn nnr 
ffe -fe, itt- fern hpft? ?n fnnnt % nnirn 
nt fens n nrr jtr % n>TK ntfe nfeTr n : Tr?- 
'fiTT *fti n Tnnst firt n main 'fife 1 1 

m:, m, fern tor, ferfnnn fe htrt 
12 fe 33 5 TiT n?n ferfe nn fen nfid 5 ^, 
fefij sfrn nmnnrfefnnn, 1945 nr nt-c nfen 
fet % ffe fenfefe fnnn nfe % untn:— 

1 . ( 1 ) fin fnntff nn nfen nm ntfe aftfi 
nnrirn nrfe (nnt nfen) fnnn, 1992 f, 1 

( 2 ) n fnnn rmnn n nnunn nt nrfrnr nr 
fe 1 


3031 Gl/92 


(1) 
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2. afWftr fe sthtsht nfet fw, 1945 (fnit 
sfe W% qWW 3 W few !B?T w I) if— 

fwn 2 ^ (t) % q iht^, fferfnfw n ir ? 

nw:Tnrfqtr fen nnrnr, nnfe— 

“(m )’ 1 %fen 3 pj?rfeT nfew TTfawft ir 
§fen nwrr sttt few ferfa few, to srfn- 

afei” 

3. nw fwnr if, fenr 68 % qrwr fferfnfw 
feq w: wrfw fen writ, nfe:— 

" 68 - ^ Wprfw WjntW STTfewf STTT 

n’jnf'rrnf w %nr nr n^tnrm.'— 

(1) w nrn if feft cm % fe ft fe fern 

fe nnran nTfet (.fertw) fen, 

] 992 Sr irrRn ir ft, w fem % jnftw Sr ffe 
nw if ferfemr srrr feftn nwH arm nnn-nnn 
tt nnr fnfnfnw ferfant % fnfnnfn, fnnn nr fnnm 
% ffe srnnfw fenfer tor am few %fen 
spjnfnr nnntw fewnfr am, nnrfrnfn, nr nrrnft 
nr wfer nT nnnft: 

qwj; tnr wnfnr *n nr nfe nfemr % ffe 
few snfawff nfr fen wn^n 1 

(2) feprfnr ^f nr nwnfefrrn % fefew 
snw fe qn nfermn nrfafet- 

(i) nfen siw if ffe niT wm nt nwrfw 
qfer; 

(ii) fen 79 Sr nqwf % spjfrn. ffemfn 
fe qfern Tnrrnt w ffewn nrrnTnnr; fe: 

(iii) nn nun if w few % nfew 

Sr fan t nr w fenffaerTft % fqrnrwmr % 
<fe if nfe TfeTtrqT 1 

(3) nfa nnnrm arfawn w nnrnm ft wt 
$ far few w fenf if fefen fewnr nft 
grr fet Tt fwfa if | nt nf w tot qft rnp 
ftfe ferr fen fe nir few n nrn wfe 
feprffa nfetw nrfsrfet nt fen 1 

nft ntnm snfnwfr nff nf mr t far 
srrSw w fenf if n fa fern fewnf fe 'jrr nrfe 
far fa if nfr & nr nf ffn wfe n , nr fen? fer 
fen, nrw wr, nfefe, nnnfW w m rwr 
nferw qrw ^ fen nn fen 1 

(4) fe few nn fe wfnw (3) if ffe'n 
5 T-J 3 TTW nrfferft qff fnfe wr fe tt aftx nif 
wrn nW % qwref, nr nrww nnn qn ^ 
fefnw qfr tnrr 21 % fen few tor amr 
fnnw fentewn am nnrnn n fern % nrn nr 
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fer ffe nfnw w ffeem w t, fern nfenr 
n-jjfrw nrfnfet nr m rwmw ft nrnr t fn few 
fejff n fenfw nfenf nr qjr nr# fe 
fern n nr w wrfefn, nfew n nfe nr 
wnr nfew nt fenr ; 

qnw nfq few nnfer nnfen Tnfnfef qft 
nf rw fen few w fnnnf n nfernn ferwi W 
nfe nwqfr ffen if wj ^ ntw nwrqn ferfer 
nt fwrfe % fe fn fe, fen am, nn nrfef n nt 
fens fe nfe, qenfefn, wfer n qn >rr nn% 
feqrw % fnn feqn nt mfrn n T n%nr 1 

6 8 -n. %;fe nrjfen wot femr^r arn 
nffef nr wnntnn—fern nnfer ?njfen 
qrfnmnt, nfer £ nferw n, nfnnnnT 
sttt, nnfernfnT fwrsrr nw nt w-lr nffeft 
•ifr-r fqqirf % nntn fn»fr nw nfwnt, nn ^nt % 
ffe ntf fer fear n fnn, nr fnfnfn'n - fe nrn, 
5 o-n % fen fnnnn snfarnrft % fnn fnffn nfnrn 
vfe nrn nn-t fnnnnrtftn fnrfr few nr, w 
qtfnn qrn nnnr 1 

4. nw fern n, fnw 79 # ?nw tt, fenfew 
ffer xm nrtnn, nfe;— 

"79. nfen % fenr nfenn % nfe ffewn- 

^n nrn % nfe fnrfe nfew ifr Wnr nnw fewr 
qrrn n qfn, nnrf^nfn, nnnnrn nrffefr nT fern 
nnnnfr nfenn TTfwnfr, nfnfnnn % nmn fnnw 
fqrn nn nnr nr nfnqr fnfrfer n w totw w 
fnnn fnfnntn fnwr nrnr TTnrfw | nr fnnr nr 
Tfr few fe n fnnnn % m*r nr nfe 
fnnr fnfen nrTnrnnr 1 fnfrsrnr nffev % n-nt 
fef, nnn fe nrffef nrr fe«m fe ffenWr qft 
nr^ fer nT fnfnnf n nr nr xit fef nni % mfe- 
nw ntT nfr^Tn % fnn wnrn fnn nrn fe nr 
fer nt t| nrnnf % nm fnnrfnn nr fw'tfnn 
fnrrr nrn % fnn nrnfnn fnffeW n'r fenr w 
fnftstn nt nr^nr ntT ffefnnffenrn fe 
wfet n.4nrfTn?n nt few fefef n?t nrn 
wnr/nw 1 nf/t fe w if fen nt nfe w ww 
ingT % nrf n, sftn new nfefe wfnrfe?n, 
ffentn nnnr, qfespn nnfef fet nnsfef fen 
fer ffewW nsfnnf nt ntfef fe nnfer 
"n” q nfefw nffeif % wrem fe fesnnt 
% nrn nffe wnnr "n” n nfnnfw nnn fen 
iw t fer fefet w wr T T t w nrnw fe 
wnnr fe nrn ott nenrqn nt nrtrr/nTn 1 ’’ 
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wvnxx qrq?r q qq'r % qDqqr fqi 

33 qTqsqq; qqst aftF qqq qfr qm^r q 

f^FSFfTfT ^TF qqqqqF ft % TOTR qq 
TRU M qFT qifq qiF TT^ifT, 5fTTT ^ £fp qq£ l" 


[qpui--a* 3U)J 


5 . 1 FT fqqq'T % ftOT 8 0 q, fqRfqRR ftOT 
WT ^rrt^TTT, wirf:— 

“so. fqftsra; mr f-rnw, qqrfrqfq, 

tt^tt-t JnfimFt m %qftq qqsrfcq sRjq’rcq 
jTtfsraprft sfft fqqq 79 % qqqqji^ ottttf ^q.i 
fqffiffq qr'r ttt qJFt % qRirf ■wq-^fY fqqqfRr i 
TOT ftFt«T<q % F : TF tR5f qF qqq fqqq ft 
gq fqqq qnfqTcqq; fnfri tqqr l” 

8. TR fqqq'T %fqqq 81 rf :— 

(i) ■JTt'TTq ( 1 ) q "qPr qTqnq snYOTna” 
wt? wrr qT “qfc OTrfFqfq, wqqm 
qtftpfTirr qr %4u qqqf c q qqqrqq HTfsmff' 
qsq-qi 1 qrqfr 1 

(ii) OTfqqq (2) it, “qfo OT^m snflI^Tf\' 

qsfr % «nq qr "qfq, qqrfOTfq, qqqtqq* 
qrPspftrFt qqqr q^fqr qqftqq 

qrftr'prft" hot qq qrqq 1 

7 . qqq fqqq'T % ffqq 8 2 q,:— 

(i) qgr-qgr “qqmqq qffsqqfr hot qpt £, 
qgr qq% ftr qF “qqrfWq sRpriqq 
snfferqntt qr %fftq q^q q^qfqq irrftrqrrfr” 
hot Ft qrqf; 

(ii) "qqqfqr fqq srrq n fan; mf nr qqqrqq 
nx fqqr qqr $ “hott % 'fq”ftqq 68-qr 
% qsftq qfsTTffqcT afTqfsrqf % #1 f" HOT¬ 
BOT: OTTfqq fqrq qTqq I 

8. qqq fqqq'f % fqqq 8 o q “qqmq t „qw 

I” srsqt % qnqrq "q? tf qtqfyqr % qfy q, aft 
%TjTrq qqqrF xrrr fqqq 68 -n % qeftq qfqqfqq 
q£ ff, trq: fVqY± tqrF qrfqr aftF qq qrqqq % tot 
qrratq OTTiftq srOTiqq qrfuqra tt ^tqr i” 
qjqrFinfTq f'^'T I 

9 . sqqfOTqty, fqqq 8 4 -<f % t«ot i r f^q- 
fqpqq fqqq vwr qrOTT, OTiq;:— 

y 4-qr OT T«T JTFT F> qOTf'FT ^f ft 
n£ |qr 'iwr qfrqrTq qfr f^qr *m ti^t 
qrqrTT qT qrfftq *T<nri vt wfm % fqq qqq?y 
qfrf ^qfqq, 5ft qqrf^fq. y^riqq qrfyFr^r qr 
%Tsftq 7Xisrf T n yqqirq mfwnnr zrn q«q 25 , 

2 5-^, 2 S-FT, 2 5-% 2 6, 2 6-qr, 26-% 26OT 

28 , 28 —^ aft T 2 8-^ F FT OT 

Himi nxl q im T ml % fqrr qrfrq qrfw q 
5xrf«r?r t, qq qifqr qft srrfRr qrfR? % 3 o fqq 
% vftqq qqrf«rfq, rr?q ffpr ft mfvx qFFr T 
qff TTftq q?F q^n - FFfq TTFFn: ft %^ffq 


10 . qqq Ptott q, fqqq 85 % ?qrq qT fqtq. 
fq^qq ffqq t^t shott, OTfq: 

" 85- ( 1) OT^fOTT qrr TUmn 3ftr fOTtqq— 
fqftq qqqf^q qqq'Tqq qrfqFifr, qOT^qimT 
qT m |qqr qfqq qrqq qr am * fq % qsqrq; 
fqr qqr qrfq qifVq wf q fqrqr qrq, fqfqq wfq 
3 Ttt, ot% fqq qrnqr qqrq gq, ot qqq % srsfrq 
qrff qrf qf qqjrfqr qft, qul vq ^ q T t fqr fqqT 
qtqfq qrt qiqq fqqq 'IWff qqq i, qq qwT 
■^’FFq^qrlqT ^rft qqfk % fqq fq^nff q$ 
^fqr qq^, fqqftqq nx qqqr I qff qqqfT FR # 
yOTfRUTfr q^5rf<q qff qqf H # fqrrfr qq r 

qfyfqqq ttott qq% qytq qqiq qtr fqqqf % 
qqq^yf q q fqrqfr qrr qqqiqq qr^q q qqqiq 
F^T t I 

(2) qfffiqq qTfqqrrff qq qqqfRrqr % fqq, aft 
qq%am ft qf r qfrqq qft qf |, qqqf r qyn;r 
FT q? IfF qfqq ^:qq qq qqqr fq % qsrqq 
fq 'tqr qrfq qrfVq qqr q Pfr aqq, fqfe-q qrfw 
ctft qq% fqq qnqq qmt gq, ^q qm % 
tor, qrfl qfr qf q^srftq vt, qq q qr 
tfqrfqqft aftqfy qfr qrqq fq'qq otw qqq %, 
qq qqr tf rg %x qqrqr t qr ^qft qqfq %fqq 
fqqqt ri z\n qqit, fqqfrqq w<x wm\ | qfq 
qqft Frq q qOTfqyifr qqqfRT qt qqf q q 
fqift ft m qfqfqqq otfi qq% wytq qqrq qq 
fOTqt^qwyfq ft fPTft ; ft qqFT'-rq qrj;q q 
OTTiq F^T | I " 

11. qqq fqqqf f, qqqqf n q jfft 25 , 2 5 -n 

2 6 , 2 6 -^, 2 6-1 sftr 28’? q qq q qrq qi%— 

‘'qrftry-gqrrsTF-” wi % OTiq 

qF fqrqfqffffq xm qrqqT, qqfq:— 

“qrfRr- 

?TFT 5 TF- 

q?qiq- 

*qqjnqq mftxnnr 

*%qftq qqqfq qqq'tqq qifqqnfi 

•o o 

*q'T qqf q ft qqqqqfi" 

[Tf. qqq-11014/1/92-ftqqqq q^ ft qq; q] 
ft. qq. fott, Tf^qq qfqq 
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^^^^TSPT^fWrffra'JT, 1945,1-5-79 fPP 

mr isrtftff 3 ?frp-»r 3 rft qf^-R ^itw (^i^r 
ftfrnr) iw 5? ftrrJrsrfaft srk srcrm srfnft, 
srftftffir 3fft ftn^ ) vft frfwrftff 

I, wsfezz | 1 corner tsw ft*Rf Jr wnsr ^wrer 

■*m~2, (3) (i) h 5 R>rfsrtf ftRftftrcr?rft?RffT 3 ff 

SKT ^^frffercT ftrq ipr |:— 

1 . sT.5frr.ft. 1241 ctrPj 6 - 10-1979 

2. TTT.5fTT.ft. 1242 ffRftf 6-10-1979 

3 . TTT. 5 fTT.ft. 1243 cTR^ 6 - 10-79 

4. 3 rr.sfrr.ft. i28icfR^ 12^10-89 

5 . Trr. 5 frr.ft. 43<>ciTftyr 19 - 4-80 

6. TTT.5frr.ft. 779 HRftr 26-7-80 

7 . Tn.4TT.ft. 540 (?r) TTKPf 22-9-80 

8. Trr.5frr.ft. 68 o(sr) rrRftf 5 -i 2 - 8 o 

9. rrr.^T.ftr 68 i(?r) nrfftr 5-12-80 
10. 3 T.qrr.ftr. 682(sr) mrftr 5-12-80 

II . Trr.5frr.ft. 27 (?r) ffRte 17 — 1 —s 1 

12 . rrr.5f7r.ft. 4 78(*r) rrRftr6-8-8i 

13. TrT.5fTT.ft. 62(?r) OKftr 15-2-82 

14 . TTT.5frT.ft. 462(?r) ffrcftr 22 - 6-82 

15. 3n.5frT.fa. 510(?r) TTRpJ 26-7-82 

16 . frr.^T.ftr. i3(3r) rrRftr 26 - 7-82 

17- frT.5frT.fa. 31 8(?T) ORftr 1-5-84 

18- 3T.3rT.ft - . 331 (*r) <TTCftr 8-5-84 

19. TTT.5fTT.ft. 460 (?T) ffRftr 20-6-84 
20- TTT.5frT.ft. 487(n) cTRte 2-7-84 < 

21 . nr.^r.ft. 89 (sr) rrrrftr 1 6- 2-85 

22 . nr.qrT.ft. 788 (ar) nRftr 10 — 10—83 

23. TTT.5fTT.ft. 17(n) 61^7-1-84 

24. TTT.4rr.ft. i049(sr) nrfftr 29 - 5-86 

25. TrT.4TT.ft. 1060(3T) 30^5-9-86 

26 . nr.^r.ft. 1115 (sr) nTfftr 30 - 9-86 

27 . Tn. 4 rT.ft, 71 (w) urdw 30 - 1-87 

28. Trr.4rr.ft. 57o(*r) nr^ftr 12 - 6-87 

29. nT.sfrr.ft. 626(n) nftftr 2-7-87 

30. nT.5frT.ft. 792(n) TTRftr 17 _ 9 _ 87 

31. nr. 5 frr.ft. 371 (n) <mtw 14-3-88 

32 . nr.^ t. ft. 75(n) nftTW 2 - 6-88 

33 . nr.4rr.ft. 675(n) rrrfpj 2 - 6-88 

34 . nT.fFT.ft. 676 (n) mftw 2-6-88 

35 . nr.ffrr.ft. 677(n) <nfPf 2 - 6-88 

36. nr 5 frr.ft. 68 i(n) nftftr 6-6-83 


37. Trr.4rr.ft. 735 (n) *rr£tar 24 - 6-88 

38 . nr. 5 frr.ft. 8 i 3 (n) nrrftr 27-7-88 

39. nr. 5 frr.ft. 944 (n) mfftr 21-9-88 

40. nr.fry.ft. 4 3 (n) Trrtftr 20-1-89 

41. nr.^T.ft. 4 4 (n) crrftj 20-1-89 

42 . TTT. 4 rT.ft. loo(sr) cTTTftr 14 - 2-88 

43. Trr. 4 rr.ft. 443(n) enfftr 12-4-89 

44 . Trr.4rr.ft. 58 s(n) fmfcr 2 - 6-89 

45. nT.frr.ft. 69 i(n) nftftr 11-7-89 

46 . nr.frr.ft. 784 (n) Trrftj 28 - 8-89 

47. nr. 5 frr.ft. i 6 (n) frrfre-1-10-89 

48. nr.5frr.ft. 73i(n) mrft- 23 - 8-90 

49. nr. 5 frr.ft. 865(n) nRftr 25-10-90 

, 50. nr. 5 frr.ft. 11 (n) nftftr 7-1-91 

si. TTT. 4 rr.ft. 223{n) nRftr 19 - 4-91 

52. Trr. 4 rr.ft. 246 (n) nrfhr 1-5-91 

53. nr. 5 frr ft. 301 (n) nrfftr 7-6-91 

54. Trr. 4 rr.ft. 302 (n) mfte 7-6-91 

55. Trr. 4 rr.ft. 49 i(n) mrft- 25-7-91 

56 . nr. 5 frT.ft. 495 (n) mfte 25-7-91 

57 . Trr. 4 rr.ft. 532(n) mffia 14-8-91 

58. nr.5fTT.ft. 626 (n) nRfa 14 - 10-91 

59. Trr. 4 rr.ft. 668 (n) mfftr 7-11-91 

60. Tn. 4 rr.ft. 7 3 o(n) arfftr 10-12-91 

6 1. Trr. 4 nr.ft. 59 (n) nrf^- 22-1-92 

62. nr.*frr.ft. 305 (*r) nr^ 4-3-92 

63. nr.w.ft. 445(n) nr^w 30 - 4-92 

64. nT.^TT.ft. 597(n) TTRftr 17-6-92 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 14’A December, 1992 

G.S.R. 923(E).—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945, was published as required by sections 12 and 
33 of the Drugs and Cosmetics Apt, 1940 (23 of 
1940), with the notification of the Government of 
India, Ministry of Health and Family Welfare (Depart¬ 
ment of Health), No. GSR 421(E), dated the 20th 
April, 19p2 in the Gazette of India, Extraordinary 
Part II, Section 3, Sub-section (i), dated the 20th 
April, 1992 inviting objections and suggestions from 
all persons likely to be affected thereby before the 
expiry of a period of thirty days from the date on 
which the copies of the Gazette were made available 
to the public. 
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And whereas the copies of the Gazette were made 
available to the public on the 26-5-92. 

And whereas the objections and suggestions receiv¬ 
ed from the public on the said draft rules were con¬ 
sidered by the Central Government; 

Whereas the Central Government is of the opinion 
that circumstances have arisen which render it neces¬ 
sary to make rules without consulting the Drugs Tech¬ 
nical Advisory Board and whereas, the Central Gov¬ 
ernment proposes to consult the Drugs Technical Ad¬ 
visory Board within six months from the date of com¬ 
mencement of these rules; 

Now, therefore, in exercise of the powers confer¬ 
red by section 12 and 33 of the said Act, the Central 
Government, hereby makes the following rules further 
to amend the Drugs and Cosmetics Rules, 1945, 
namely •— 

1. (If These rules may be called the Drugs and 
Cosmetics (Ninth Amendment), Rules, 1992. 

(2) They shall come into force on the date of 'then 
publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (here¬ 
inafter referred to as the said rules), 

(1) In rule 2, after clause (a), the following clause 
shall be inserted, namely :— 

(b) “Central Licence Approving Authority” means 
the Drugs Controller, India, appointed by the Central 
Government. 

3. In the said rules after rule 68, the following rules 
shall be inserted, namely :— 

“68A Grant or Renewal of Licences by the 
Central Licence Approving Authority — 

(1) Notwithstanding anything contained in this 
Part, on and from the commencement of the Drugs 

and Cosmctics(....Amendment) Rules. 1992, 

a licence for the manufacture for sale or distribution 
of drugs as specified from time to time by the Central 
Government by notified ion in the Official Gazette, 
for the purpose of this rule, shall be granted oi renew 
ed, as the case may be, by the Central Licence Ap¬ 
proving Authority (appointed by the Central Govern¬ 
ment.) 

Provided that the application for the grant or re¬ 
newal of such licence shall be made to the licensing 
authority. 

(2) On receipt of the application for grant or re¬ 
newal of a licence, the licensing authority shall,— 

(i) verify ihe statement made in the application 

Form; 

(ii) cause the manufacturing and testing esta¬ 
blishment to be inspected in accordance 
with the provisions of rule 79; and 

(iii) in case the application is for the renewal 
of licence, call(s) for the informations of 
'the past performance of the licensee. 


(3) It the licensing authority i s satisfied that the 
appucant is in a position to tuifil the requirements 
laid down as in these rules, he shall prepare a report 
to that effect and forward it alongw’ith the application 
to the Central Licence Approving Authority : 

Provided that if the licensing authority is of the 
opinion that the applicant is not in a posi¬ 
tion to tuifil th c requirements laid down in 
these rules, he may, by order, for reasons 
to b e recorded in writing, refuse to grant 
or renew the licence as the case may be. 

(4) If on receipt of the application and the report 
oi tnc licensing authority referred to in sub-rule (3) 
and alter taking such measures including inspection 
of the premises by the Inspector, appointed by the 
Central Government under section 21 of the Act, with 
or without an expert in the concerned field if deemed 
necessary, the Central Licence Approving Authority, 
is satisfied that the applicant is in a position to fulfii- 
the requirements laid down in these rules, he may 
grant or renew the licence, as the case may be : 

Provided that if the Central Licence Approving 
Authority is of the opinion that the appli¬ 
cant is not in a position to fulfil the require¬ 
ments laid down in these rules, he may, not¬ 
withstanding the report of the licensing 
authority, by order, for reasons to be re¬ 
corded in writing, reject the application for 
grant or renewal of licence as the case may 
be. 

68-B. Delegation of Powers by the Central 
Licence Approving Authority.—The 

Central Licence Approving Authority may 
with the approval of the Central Govern¬ 
ment, by notification delegate his powers 
of signing licences and any other power 
under the rules to any person under his 
control having same qualifications as 
prescribed for controlling authority under 
rule 50A for such areas and for such 
periods as may be specified. 

4, In Ihe said rules, for rule 79, the following rule 
shall be substituted, namely 

“79. Inspection before grant or renewal of 
Licence.—-Before a licence under this part 
is granted or renewed the Licencing Autho¬ 
rity or Central Licence Approving Authority, 
as the case may be, shall cause the establish¬ 
ment in which the manufacture is proposed 
to be conducted or being conducted to be 
Inspected by one or more Inspectors ap¬ 
pointed under the Act with or without are 
expert in the concerned field. Thc Inspec¬ 
tor or Inspector shall examine all portions 
of the promises, plant and appliances and 
also inspect the process of manufacture 
intended to be-employed or being employed 
alongwith the means to be employed or 
beine employed for standardising and testing 
the drug's to be manufactured or being manu¬ 
factured and enquire into the professional 
qualifications of the Technical Staff to be 
employed. He shall also examine and verify 
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the statements made in the application in 
fegara to their correctness, and the capa¬ 
bility Of' the ‘ applicant" to comply with the 
requirements of competent technical staff, 
manufacturing *pfants, -testing equipments 
and the Requirements of Good Manufactur¬ 
ing Practices ¥ftd'ttfe Requirements of Plant 
and Eqljipnfttlt as ‘laid down in Schedule M 
teadwith the Requifefoents of maintenance 
of records as laid down-to‘Schedule U.” 

5. 'IrTtfre sardrUtes, Tor'rule '80, the following rule 
shall be substituted* namely :— 

“SO. Report by Inspector.—The Inspector shall 
forward a detailed descriptive report giving 
his findings On each aspect of inspection 
alongwith his recommendations after com¬ 
pletion of his inspection in accordance with 
the provisions of rule 79, to the Licensing 
Authority or Central Licence Approving 
Authority, as the case may be.” 

6 . In the said rules, in rule 81, 

(i) in sub-rtlle-(l) after the words “If the licens¬ 
ing authority”, the words “or Central 
Licence Approving Authority as the case 
may be” shall be inserted. 

(ir) in sub-rule (2) after the words “if the 
licensing authority”, th© words” or Central 
Licence Approving Authority; as the case 
may be” shall be inserted. 


order, appeal to the State Government or 
Central Government, as the ease may be, 
and the State Government or the Central 
Government may,’ aT&r such enquiry into 
the' matter, as is considered necessary and 
after giving; th© said person an opportunity 
for representing his views, may pass such 
order in relation thereto as it thinks fit.” 

10. In the said rules,'for rule 85, the following rule 
shall be substituted, namely :— 

“85. Cancellation and Suspension of Licences. 

(1) The Central Licence Approving Authority may, 
after giving the ficeft'see an opportunity to show cause, 
why such an order should not be pased, by an order 
in writing stating the reasons therefor, cancel a licence 
issued under this Part, or suspend it for such period 
as he thinks fit either wholly or in respect of any of 
the drugs to which it relates, if in his opinion, 'the 
licensee has failed to comply with any of the condi¬ 
tions of the licence or with any provisions of the Act 
or Rules made thereunder. 

(2) The Licensing Authority may, for such licences 
granted or renewed by him, after giving the licensee 
an opportunity to shbw cause why such an order 
should not be passed, by an order in writing stating 
the Reasons therefor, cancel a licence issued under this 
part or suspend it'for -such period as he thinks fit either 
wholly or in fespect of any of the drugs to which it 
relates, if in his opinion, the license© has failed to 
comply with any of the conditions of the licence or 
with any provisions of th© Act or Rules‘made there¬ 
under.” 


7. the' said rules, in rule 82, 

(i) Wherever the words “Licensing Authority” 
occur, the words “or Central Licence Ap¬ 
proving Authority as the case may be” shall 
be inserted; 


11. In the said rules, in Schedule A. in Forms 25, 
25F, 26, 26B„ 26F, 28 and 28B, for the words 

“Dated-, Signature- 

Designation—-” appearing at the end, the 

words “Date-, 


(ii) after the words “for the graht of a licence 
have been complied with,” the words “in 
respect of drugs notified under rule 68A” 
shall be inserted. 

8 . In the said rules, in rule 83, after the words 
“will continue to be observed”, the words “he shall 
prepar© a report to that effect in- respect of those 
drugs which have been notified by the Central Gov¬ 
ernment under rule 68A and forward it alongwith 
the application to the Central Licence Approving 
Authority”, shall be inserted. 

9. In the said rules, for rule 84A, the following 
rule shall be -substituted, namely :— 

Provisions for appeal to the State Gov¬ 
ernment or Central Government by party 
whose Licence has not been granted or re¬ 
newed.—Any person who i s aggrieved by the 
order parsed by the Licensing Authority or 
the Central Licence Approving Authority as 
‘the case may be, refusing to grant or renew 
a licence in Forms 25, 25A, 25B, 25F, 26, 
26A, 26B, 26F, 28 A and 28B, may within 
thirty days from the date of receipt of such 


Signature-- 

Designation- 

*Licensing Authority 

*Central Licence Approving Authority. 
^Delete whichever is not applicable,” 

shall be substituted. 


[No. X-11014[1J92-DMS&PFA] 
B. S. LAMBA, Jt. Secy. 

NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained m the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing, the Drugs and Cosmetics Act and 
the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the fol¬ 
lowing notifications published in Part II. 
Section 3, Sub-section (i) Of the Gazette of 
India, namely :— 


1. GSR 1241, dated 6-10-197? 

2. GSR 1742, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 
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5. GSR 430, dated 19-4-1980 

6. GSR 779, dated 26-7-1980 

7. GSR 540(E), dated 22-9-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 631(E). dated 5-12-1980 

10. GSR 682(E), dated 5-12-19SO 

11. GSR 27(E), dated 17-1-1981 

12. GSR 478(E), dated 6-8-1981 
13 GSR 62(E), dated 5-2-1982 

14. GSR 462(E), dated 22-6-1982 

15. GSR 510(E), dated 26-7-1982 

16. GSR 13(E), dated 7-1-1983 

17. GSR 318(E), dated 1-5-1984 

18. GSR 331(E), dated 8-5-1984 

19. GSR 460(E), dated 20-6-1984 

20. GSR 487(E), dated 2-7-1984 

21. GSR 89(E), dated 16-2-1985 

22. GSR 788(E), dated 10-10-1985 

23. GSR 17(E). dated 7-1-1986 

24. GSR 1049(E), dated 29-8-1986 

25. GSR 1060(E), dated 5-9-1986 

26. GSR 1115(E), dated 30-9-1986 

27. GSR 71(E), dated 30-1-1987 

28. GSR 570(E), dated 12-6-1987 

29. GSR 626(E), dated 2-7-1987 

30. GSR 792(E), dated 17-9-1987 

31. GSR 271(E). dated 24-3-1988 

32. GSR 75(E), dated 2-6-1988 

33. GSR 675(E), dated 2-6-1988 

34. GSR 676(E), dated 2-6-1988 


35. GSR 677(E), dated 2-6-1988 

36. GSR 680(E), dated 6-6-1988 

37. GSR 735(E), dated 24-6-1988 

38. GSR 813(E), dated 27-7-1988 

39. GSR 944(E), da'ted 21-9-1988 Corrigendum 

40. GSR 43(E), dated 20-1-1989 Corrigendum 

41. GSR 44(E), dated 20-1-1989 Corrigendum 

42. GSR 100(E), dated 14-2-1989 Corrigendum 

43. GSR 443(E), dated 12-4-1989 

44. GSR 588(E), dated 2-6-1989 Corrigendum 

45. GSR 691(E), dated 11-7-1989 

46. GSR 784(E), dated 28-8-1989 

47. GSR 16(E), dated 10-1-1990 

48. GSR 731(E), daited 23-8-1990 

49. GSR 865(E), dated 25-10-1990 

50. GSR 11(E), dated 7-1-1991 

51. GSR 223(E), dated 19-4-1991 

52. GSR 246(E), dated 1-5-1991 

53. GSR 301(E), dated 7-6-1991 

54. GSR 302(E), dated 7-6-1991 
55 GSR 491(E), dated 25-7-1991 

56. GSR 495(E), dated 25-7-1991 

57. GSR 532(E), dated 14-8-1991 

58. GSR 656(E), dated 1-10-1991 

59. GSR 668(E), da'ted 1-11-1991 

60. GSR 730(E), dated 10-12-1991 

61. GSR 59(E), dated 22-1-1992 

62. GSR 305(E), dated 4-3-1992 Corrigendum 

63. GSR 445(E), dated 30-4-1992 

64. GSR 597(E), dated 17-6-1992 
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